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D. Keane AWMA Presentation JGR 7/13/95, revisedto include 
new FDA update. Word count: 2625 divided by 145 WPM = 

18.1 minutes 


(SLIDE -- PM LOGO) Good morning (a©5=y=^uyj>rf. My-Tiaine is 
Denise Keane and I am the General Counsel /oj? Philip Morris 
Today I'd like to touch very briefly on some of the current, 
relatively high-profile regulatory and litigation issues facing 
our company. 

. . Q/W b'dJUr I . &1 . 

I'd like to begin by giving you th e_jdurrent 

regulatory environment by a brief look at activity at[FDA,| epa| and 
^DSH^. I' 11 then move on to (current smoking and h ealtl^Titigation} 
and the implications we see for PM UfS?7 


ti'Ue 


G (SLIDE) The federal Food and Drug Administration --|_FDA ]-- is 
responsible for regulatingf oodsj ^ru^s and [cosme tic^ . Cigarettes 
have always been viewed by the FDA basically as "none of the 
above." In fact, in the past when activist groups have attempted 
to force the FDA to regulate cigarettes as drugs, the FDA has 
denied or ignored their petitions, and FDA has successfully 
defended its position in court. 




/ (SLIDE - Photograph of Kessler) However, FDA Commissioner 
Kessler, who clearly is more sympathetic to anti-tobacco 
positions, obviously is not satisfied with the present regulatory 
scheme. Most significantly. Commissioner Kessler takes the 
position that if cigarette companies are shown to control nicotine 
levels^in order that cigarettes provide levels of nicotine that sG 
GGsr /addictive" ,jf then FDA could regulate cigarettes as a drug 
under the current Food, Drug and Cosmetic Act. 

We think that Commissioner Kessler is wrong on the law. The/ 
word "drug" is very .s^ugJn^ally defined by the Federal Food oWg 




and Cosmetic Act. . (SLIDE) 
product must be inc^ bdeaKt i 


yo meet the statute's criteria, \ 
use in the treatment or prevention of 
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disease or be intended to affect the structure or function of the 
body. \ 


& 


a 


"Intended use" is a ckiti^al concept. Under the Act, a product 
is not a drug simply by virtue of its physical properties 
jnrlndinq —rStTnoniAfiV. pharmar.nToci r:a I- e-f-f ecf.. Instead, 

only those products that/are intended for use as drugs are drugs. 

(SLIDE) Our review of the law shows that whether a product is 
intended for use as a drug is determined from objective evidence 
such as claims made by the product's manufacturer in the product's 
labeling or advertising. 

i 

SLIDE) Despite the legal shortcomings in his theory, 
Commissioner Kessler has conducted an extensive investigation of 
the industry, including site visits to facilities owned by Philip 
Morris and other manufacturers, and interviews of current and 
former employees, as well as domestic and international suppliers. 

S* 

That kind of^aggressive FDA activity tapered off in the first 

/ CO tyc 

half of 1995 as Agency itself -esjttae under attack. A number of 
third-parties and independent groups have been quite aggressive in 
arguing that the Food and Drug Administration is struggling to 
meet its present obligations. Public criticism of the FDA has 
grown even greater ovegsthe last few months, and major reforms are 
possible this year. {") 


How ever, increased criticism dicLngt proven 

(4 etim. 




the FDA from 

bri ' tHafe—ijt 'hg'd nicotine a 

drug and-therefore subject to FDA regulation. This decision was 
not the result of independent evidence, but based on FDA's own 
analysis and agenda. 


The tentative, and less than forthright nature g i —t 
was iranediStery^apparent when the agency kicked 



on the/matter over to the White House. 


V - '-h —J 


ecisions 
That is, FDA wants the 

2 . 
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power, but not the political heat that actual regulatory authority 

t ,rC ■'< Mi, . * fy&fc . 

I u kj^rtlT ^ 


would be bound to create, 




KLulJ 1 

>mi 


The most likely scenario from her*£ on out is a lot of political 
back and forth between the agency and ‘the White House as each 
attempts to deal with this hot potato.! It is unclear what kind of 
regulation, if any, might ultimately be decided upon. It migirtrdoe' 
just additional controls on vending -iaachines"h^6'f~exj^mple. 






If any regulation is eventually attempted, one can reasonably 
expect that it would fe^immediately be challenged in court by the 
relevant segment of the tobacco industry. There could be any 
number of grounds for such a challenge, including the basic fact 
that FDA clearly has no regulah^37^ authority ovejxftobacco, absent 
objective evidence of intended use as a drug, irgnade at 

the—eubs'et of this discugsron. We will, of /fourse, follow this 
issue closely and will keep you informed ^ development^ do 
occur. 1 


(SLIDE) Now let me move from the FDA to the EPA. As you may 
recall, in January, 1993, the EPA issued a risk assessment 
classifying environmental tobacco smoke as a "Group A" or "known 
human" carcinogen. 


Despite the fact that the EPA risk assessment has been subject 
to growing criticism, legislators and regulators continue to rely 
on the assessment as scientific justification for severely 
restricting or banning smoking in public places and the workplace. 

Tlu MctMi iteMAs - iflJUf-. wn i'JteUU 

0 |J 

(SLIDE) In June, 1993, we filed a lawsuit against EPA, 

which we are challenging the scientific basis of EPA's risk 
assessment on environmental tobacco smoke. The case has been 
moving rather slowly, and no date has been set for trial. 




"tu 


■u.- U 


it t 


Our view of the most likely outcome of the EPA issue is that 
the legitimate questions that we and others have raised should 
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reduce the agency's credibility and its clout. If we win our law 
suit, it will open up the potential to limit a wide range of 
threatened legislation and regulation that would unreasonably 
restrict smoking. 


{SLIDE) Now let me turn to the federal Occupational Safety 
and Health Administration's attempt to create a new rule that 
would severely regulate smoking in the workplace. The rule OSHA 
proposes is extremely harsh. The cost and space required to meet 
its standards would be prohibitive to most small businesses, so 
the proposed regulations would be, in effect, a de facto 
nationwide workplace smoking ban. 

. ® 

OSHA held publiphearings on the proposed regulation from 

September 20, 1994/through March 13, 1995. The most likely 

outcome of the 0^ proposal is that, some time after the 

November 1995 deadline for additional public submissions on the 

rule.,, the agency will publish a revised rule. That revised rule 
ou-Ltcrf 

will be subject to a second round of public comments and, 
possibly, public hearings. A final or revised rule is not 
likely until sometime in 1996. We hope that the Agency, in the 
face of unprecedented public response to the proposed 
regulation, will eventually put forward a revised proposal that 
is less onerous. 




(SLIDE) The l=ey»t topic I will address today is the status 
of smoking and health litigation in the U.S. I will focus on 
the class action and Medicaid reimbursement lawsuits that were 
filed last year. 

CDE) A classyaction is/a procedural device whereby one 
or mor members of a g’xxmp m4y sue as representative parties on 
behalf'of all the memberK/Of the group. Class actions are 
intended to resolve -- iA ^single case — disputes involving 

iltiple\parties. 



common questions and 
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'A 


advantages in bringing 
fees, work limited to one 


Plaintiffs’ lawyers see a number o 
cases as class actions, including huge 
case rather than multiple cases, and financial stakes that can 
become so high for defendants that settlement possibilities and 
values are enhanced significantly for plaintiffs. Indeed, very 
few product liability class actions have ever gone to trial for 
that very reason. 


7 

i 




(it (SLIDE) The Castano case, in New Orleans, is probably the 
most famous of the current class-action tobacco cases. More 
than tifty^law firms joined together to bring the suit. In 
Castano, the theory of the plaintiffs case is that cigarette 
companies have "addicted" smokers and the six named plaintiffs 
want to sue on behalf of everyone who is (or was) "dependent" on 
nicotine, whether living or dead. (S' £If») -.6) 


The class definition is as broad as it seems. In the view 
of plaintiffs’ counsel, every smoker and former smoker in the 
country may be a member of the class — creating a class that 
could perhaps include upwards of 90 million people or more. 


{ it 


Picking up on al 
the plaintiff^ claim t 


gations that 


of 


and manipulated the amou: 
the purpose and with the i 
addictions to those prod 

plaintiffs allege that 

/ 

(JSiSBB) They seek billiohs o. 


C°t\ r I 

r. Kessler made! (SLIDE) 
the toijefcco companies have\ ” corner oiled 
cotine in their cigarettes for 
nt of creating and sustaining 

As a result of this conduct, the 
become addicted to nicotine, 
lars in damages. 


:ts 


hai! 


bo 


\ iU' \-0Jj 

We are optimistic about the outibme in Castano for the 
simple reason that we don't believe the plaintiffs can legally 
justify a class action. Although the judge in this case 
conditionally certified, in part, the Castano class, he made it 
clear that no damages could be awarded to a single plaintiff 
without an individual trial on the crucial issues of injury, 
causation, and reliance. We would be able to use our 
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^affirmative defenses in every such trial. These are the very 
i-sspes that have proven so successful over the years. 


jif^‘ (^jIDE) A second class action, Engle, was filed in Miami, 
ThS'sEnc^le class is defined, as (SLSOJS) : 


s 


all United States citizens and residents and their 
survi vors^vvho ®ave suffered, presently suffer, or who 
have diedSfroh^diseases caused by their addiction to 
cigarettes shat attain nicotine. 


Note that the .Eagle class consists of people who both are 
"addicted" to nicotine and who have suffered some disease 
claimed to be caused by.smoking, which makes it narrower than 
the Casfcano class. \ 

Last October, the judge certified the class. We have 

appealed that decision. \ 

(ShlsjE) T^e fingl^plaintiffs'seek $100 billion in damages 
for tlfeir) physical yen juries and for T^notional distress, and they 
ask that the indja&try be requited to establish and finance a 
medical fund to monitor ^:he health of all class members. They 
also seek $100 billion in punitive damage s\ • 


We believe that bof/h the Castano a nd— Engl e- car ves- a re loadJiC 
with individual issues — such as smoking history, attsandtig to 
quit, and so on — that predominate over any cortmon^ifg'sues. 
Exploring these matters would involve individuatrefeterminations 
for each class member, which is exactly whajy^lass actions are 
intended to avoid. 

Even if a class member carKprove th^It he , or she was 
addicted, the class member wouldNalscr have to prove that the 
alleged misrepresentations of the rSobacco industry caused that 
person to become.^ addicted*" to ciganetu^s. It is not enough“for 


h'J-h 


£^ ) ^L 
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pl aintiffs to pro ve that they are addicted to smoking; they also 
have to prove that wrongful conduct/ by the defendants caused 
them to become addicted.^ ProofXin/ this regard raises a host of 
individual issues, further demonstrating that these cases are 
not suitable as class actions. 


(SLIDE) Beyond our arguments against class certification, 
which we will pursue on appeal, we Relieve that we have strong 
defenses on the merits of these cases. 

(SLIDE) We have successfully defended addiction claims in 
prior cases. We believe that potential jurors still believe 
people can quit smoking if they Aake the decision to do so .Qjh6l1ty 

(SLIDE) Furthermore, othed defenses, such as assumption $51 
the risk and contributory negligence, are available to us. 

(SLIDE) And the federal Statute that requires the warning 
labeling on cigarette packs and advertising, provides a strong 
legal defense, as to "failure to warn” claims. 

In summary, then, there is a long way to go on fegrth Castano 
ancL-ge^rins, and for a variety of reasons, we feel confident of 
our positions and our argunyents in both these cases. 





[PAUSE] 


;u 


t&OVOltt 


The second type of lawsuit representing a new approach tc 
smoking and health litigation is the Medicaid reimbursement 
lawsuit. 

(SLIDE) since May 1994, four states — Mississippi, 
Minnesota, West Virginia, and Florida — have filed suits 
seeking to recoup Medicaid and other expenditures for the 
treatment of diseases allegedly caused by smoking. It should 
come as no surprise that these suits rest on theories created by 
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/ J.i 1 i%-t&f rcU!£s 

plaintiff attorneys who then sold them in to state attorney^ /&>:■ 
generator other relevant state officials ana are in fact 
providing counsel to the state. A L. ./ 

\ 

. . , . , N - - f 

Traditional, individual product liability suits against the---"'^ 

tobacco industry have failed largely because juries believe that 

people freely choose to smokevanja knowingly assume any health 

risks. The new Medicaid suitsXby focusing on the damage to the 

State and its taxpayers, rath/r tjjan on the individual smoker, 

are an effort to avoid this 


■YX~ 

filed suit 


-o 
1 v 


(SLIDE) In May 1994, the Attorney General of Mississippi, 

cigarette manufacturers; THe 

Tobacco Instibvhe; FI a. - l -l . - f > Bn o w l ton —J t public relations firm 
that in the pastNmad been/hired by The Tobacco Institute; and 
several cigarette wholesalers, to recoup the costs of health 
care for persons suffering from alleged tobacco-induced 
diseases. The Goverjior Mississippi has filed court papers 
saying that he was Aot consulted on and did not approve the 
filing of the lawsuit by theAttorney General. 

The defendants' including Philip Morris •FbtitrA - . -- filed 
motions with the iourt to dismiss the case or in the alternative 
to transfer the c^se to a court in which we would have a jury 
trial. The courtjdenied these motions in a one-page memorandum 
However, the case is in the very early stages and we intend to 
bring these issues before the court again once the record is 
more fully developed. 

(SLIDE) In August the Attorney General of Minnesota -- 
Hubert H. Humphrey III -- sued the six major U.S. cigarette 
manufacturers, the Council for Tobacco Research and The Tobacco 
Institute. 

Minnesota's lawsuit includes many unusual_^lain^, and also 
asks the court to grant unusual forms of relief. SLIDE) For 
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example, the state is asking the court to fund a public 
education campaign on smoking and health to be administered by 
an independent third party; to fund "stop smoking" programs in 
Minnesota; to turn over all profits from cigarettes sales in 
Minnesota; and to repay the state medical treatment expenses. 

A 




West Virginia's lawsuit is very similar to the one filed by 

Minnesota. However, West Virginia ^Governor, like , lias 

A 

expressed his opposition to the action brought by the Attorney 
General. Because we believed the attorney general did not have 
authority to bring eight of the ten claims asserted, we moved to 
dismiss those claims, and the court granted our motion. 

oj ‘]C Uf/'y 


-Jm .o 


i (SLIDE) In sharp contrast to Mississippi and West Virginia, 
the Governor of Florida Laughton Chiles has warmly embraced the 
lawsuit against the tobacco industry. In fact the Governor was 
instrumental in arranging for the passage of the Third Party 
Medicaid Liability Act, which was passed surreptitiously in the 
closing hours of the 1994 legislative session. The law is an 
outrageous, and in our view, unconstitutional attempt to strip 
the tobacco industry of fundamental due process. 



In May, legislation to repeal the law passed the 
legislature. The house- pnsse . d- hill i n ? a nd Hi a -Seava 

vghe eL . Governor Chiles then vetoed the bill. It remains 

to be seen whether the Governor's veto will be overridden by the 
legislators. 


Meanwhile, in June a circuit judge in Tallahassee, Florida 
declared key provisions of the controversial 1994 amendments to 
the Florida law-unconstitutional and held that the state agency 
charged with administering the state's Medicaid program is 
unconstitutionally structured, leading us to believe that the 
claims based on the Florida Third-Party Medicaid Liability Act 
should now be dismissed. 

7l( ~ki,) xtyJdizM - 
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In summary, then, we believe that we have good defenses to 
the Medicaid-type lawsuits, even though they assert^novel^ 
theories of recovery. At bottom, they are attempts to recover 


an] 


iies, 


payments made for personal 
payments. Our job is to mat? 
what they are and to agree 
the same rules of discove. 
available to defendant^in all peri 
we 1 ve been doing th, 
done. 


job pretty wel 


upies, regardless of who made the 
e courts see these cases for 
us that the cases are subject to 
^ns of proof and defenses 

nal injury cases. Thus far, 
but a lot remains to be 


bur' 


One final topic I would like to address is the status of 
Philip Morris' lawsuit against ABC. 


,.A 


(SLIDE) Early last year, ABC's Day One program defamed 
Philip Morris when it falsely and maliciously accused Philip 
Morris of "spiking" our cigarettes with substantial amounts 
of extra nicotine during the manufacturing process. Although 
ABC's accusations were utterly false and known to be false by 
ABC, the program caused Philip Morris massive harm and was 
the catalyst for the controversy that began last year. 

Within a month of the^^Y broadcast, sued ABC for $10 

billion. MU. 'StfF&tz /' 




r/jrJ r - 


i wai'ut.. 

There have been a few significant rulings in the case-: 


On December 30, the presiding judge rejected ABC's 
request to dismiss the case and denied the network's request 
to pursue what the judge called a "fishing expedition" 
through the records of other cigarette manufacturers. 

■re—recently, ther judge ruled that ABC must disclose the 
identitues~oT^f^r' confidential sources that ABC supposedly 
relied on in making it false charge^-. One-confidential 
source, whom ABC labeled _in.internal -records - as "Deep Cough," 
is allegedly-a former-RJR- manager. _AB£—has askacLthe jud ge t o 

7 * [j CwJ MU' Ua ^ 

J r\ ft- ... 
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reconsider the confidential source ruling and we anticipate a_ 
. dec ision— soon. 


SU/ 

The court also issued a ruling very- 


JSrrtly severely 
limiting ABC's team of lawyers and investigators from 
contacting PM retirees and other former PM employees to 
attempt to drum up information. 


Despite some recent news reports that ABC is interested 
in settling the case, we are continuing ^"actively^prepare 
for trial. A trial date has been set for October 10,1995, and 
we believe that we have a strong case against the network. 


'V' 


[PAUSE] 

(SLIDE) That concludes my presentation. I thank you for 
your attention and would be happy to take any questions that you 
\ may have. 
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